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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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DETAILED ACTION 

In view of the appeal brief filed on 7/2/2008, PROSECUTION IS HEREBY 
REOPENED. New grounds of rejection are set forth below. 

To avoid abandonment of the application, appellant must exercise one of the 
following two options: 

(1 ) file a reply under 37 CFR 1.111 (if this Office action is non-final) or a reply 
under 37 CFR 1.113 (if this Office action is final); or, 

(2) initiate a new appeal by filing a notice of appeal under 37 CFR 41 .31 followed 
by an appeal brief under 37 CFR 41 .37. The previously paid notice of appeal fee and 
appeal brief fee can be applied to the new appeal. If, however, the appeal fees set forth 
in 37 CFR 41 .20 have been increased since they were previously paid, then appellant 
must pay the difference between the increased fees and the amount previously paid. 

A Supervisory Patent Examiner (SPE) has approved of reopening prosecution by 
signing below: 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 
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Claims 1, 2, 4, 9-13, and 16-17 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Villa (WO 03/01 1 381 A1 ). 

With regards to claim 1 , Villa discloses (figures 1-13) a catheter insertion device 
(4) comprising a hollow-cylindrical catheter hub (11) having a catheter tube (10) 
attached at a distal end thereof, a needle hub (6) having a hollow needle (5) attached 
thereto and extending through the catheter hub and the catheter tube when in a ready 
position, a needle guard element (19) arranged displaceably on the needle in the 
catheter hub and having an engaging section which engages with an engaging means 
(31 ) formed near the needle tip when the hollow needle is removed from the catheter 
hub, wherein a check valve (16) is disposed between the catheter tube and the needle 
guard element in the catheter hub through which the hollow needle extends in the ready 
position and which automatically closes after the removal of the needle. 

With regards to claim 2, Villa discloses (figures 1-13) the device according to 
claim 1, wherein the catheter hub comprises a distal hub element and a proximal hub 
element, and the check valve (16) is held between the distal hub element and the 
proximal hub element, which are joined to one another. 

With regards to claim 4, Villa discloses (figures 1-13) the device according to 
claim 1, wherein the catheter hub comprises an inner circumference and a radial 
projection projecting radially from the inner circumference, which is configured to 
engage with the needle guard element in the ready position (35-37, figure 9). 

With regards to claim 9, Villa discloses (figures 1-13) the device according to 
claim 1, wherein the needle guard element is formed as a spring clip which has 
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diametrically opposite spring arms starting from a rear wall provided with a bore, 
wherein bent end sections of the spring arms overlap and block the needle tip when the 
engaging means of the needle comes to abut on the rear wall (figures 9 and 1 0). 

With regards to claim 10, Villa discloses (figures 1-13) a catheter insertion device 
comprising: a catheter tube attached to an end of a catheter hub, the catheter tube 
comprising a lumen and the catheter hub comprising an interior cavity; a needle defining 
a needle axis attached to an end of a needle hub, said needle projecting, through the 
lumen of the catheter tube; a valve for regulating fluid flow positioned inside the interior 
cavity of the catheter hub; and a needle guard element comprising two needle guard 
arms (figures 1 and 8) crossing the needle axis of the needle positioned inside the 
catheter hub adjacent the valve. 

With regards to claim 1 1 , Villa discloses (figures 1-13) a catheter insertion device 
comprising: a catheter tube attached to an end of a catheter hub, the catheter tube 
comprising a lumen and the catheter hub comprising an interior cavity; a needle defining 
a needle axis attached to an end of a needle hub, said needle projecting, through the 
lumen of the catheter tube and comprising an engaging section (31 ) near a needle tip; 
a valve (16) for regulating fluid flow positioned inside the interior cavity of the catheter 
hub, said valve comprising an opening and the needle projecting through the opening; 
and a needle guard element comprising an opening adapted to contact the engaging 
section of the needle positioned between the valve and the needle hub (figures 1 and 
8). 
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With regards to claim 12, Villa discloses (figures 1-13) the catheter insertion 
device of claim 10, wherein the two needle guard arms cross one another (figure 8). 

With regards to claim 1 , Villa discloses (figures 1-13) the catheter insertion 
device of claim 10, wherein the needle guard element comprises a proximal wall 
comprising an opening having the needle passing therethrough. 

With regards to claim 16, Villa discloses (figures 1-13) the catheter insertion 
device of claim 1 1 , wherein the engaging section (31 ) is crimp. 

With regards to claim 17, Villa discloses (figures 1-13) catheter insertion device 
of claim 1 1 , wherein the needle guard further comprises at least one arm comprising an 
apex abutting a shoulder located on the interior surface of the catheter hub (figures 1 
and 8). 

Allowable Subject Matter 

Claims 3, 5-8, 14-15 and 18-20 objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Response to Amendment 

The present communication responds to the Amendment of 7/2/2008. 
By this communication, no claims were amended. The amendments did not add new 
matter. Claims 1-20 are pending. The rejection(s) are as stated. 
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Response to Arguments 

Applicant's arguments, see pages 4-1 1 , filed 7/2/2008, with respect to the 
rejection(s) of claim(s) 1-20 under 103(a) have been fully considered and are 
persuasive. Therefore, the rejection has been withdrawn. However, upon further 
consideration, a new ground(s) of rejection is made in view of Villa. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICHAEL J. ANDERSON whose telephone number is 
(571 )272-2764. The examiner can normally be reached on M-F 6:30 am to 3:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin C. Sirmons can be reached on (571) 272-4965. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Michael J Anderson/ 

Examiner 

Art Unit 3767 
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9/23/2008 

/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



